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(3) A regulation will not be issued al-
lowing the use of a color additive in a
food for which a definition and stand-
ard of identity is established, unless its
issuance is in conformance with sec-
tion 401 of the act or with the terms of
a temporary permit issued under
§130.17 of this chapter. When the con-
templated use of such additive com-
plies with the terms of a temporary
permit, the color additive regulation
will be conditioned on such compliance
and will expire with the expiration of
the temporary permit.

(b) New drugs and antibiotics. (1)
Where an application for a new drug or
for certification of an antibiotic drug
is received and this application pro-
poses, for coloring purposes only, the
inclusion of a color additive, the provi-
sions of the regulations in part 71 of
this chapter shall apply with respect to
the information that must be submit-
ted about the safety of the color addi-
tive, if such information has not pre-
viously been submitted and safety of
the color additive for the intended use
has not already been established.

(2) If an application for a new drug or
certification of an antibiotic drug in-
ferentially contains a proposal for a
color additive regulation, and the ap-
plicant fails to designate it as such, the
Commissioner, upon determining that
the application includes a proposal for
a color additive regulation, shall so no-
tify the applicant and shall thereafter
proceed in accordance with the regula-
tions in part 71 of this chapter.

(3) Where a petition for a color addi-
tive must be filed in accordance with
paragraph (b)(2) of this section, the
date of filing of the color additive peti-
tion shall be considered as the date of
filing of the new-drug application or
the request for certification of the an-
tibiotic drug.

§70.11 Related substances.

(a) Different color additives may
cause similar or related pharma-
cological or biological effects, and, in
the absence of evidence to the con-
trary, those that do so will be consid-
ered to have additive toxic effects.

(b) Food additives may also cause
pharmacological or biological effects
similar or related to such effects
caused by color additives, and, in the

§70.19

absence of evidence to the contrary,
those that do so will be considered as
having additive toxic effects.

(c) Pesticide chemicals may also
cause pharmacological or biological ef-
fects similar or related to such effects
caused by color additives, and, in the
absence of evidence to the contrary,
those that do so will be considered to
have additive toxic effects.

(d) In establishing tolerances for
color additives, the Commissioner will
take into consideration, among other
things, the amount of any common
component permitted in other color ad-
ditives, in food additives, and in pes-
ticide chemical residues as well as the
similar biological activity (such as
cholinesterase inhibition) produced by
such substance.

§70.19 Fees for listing.

(a) Each petition for the listing of a
color additive shall be accompanied by
a deposit of $3,000.00 if the proposal is
for listing the color additive for use
generally in or on foods, in or on drugs,
and in or on cosmetics.

(b) If the petition for the listing is for
use in or on foods only, the deposit
shall be $3,000.00.

(c) If the petition for the listing is for
use in or on drugs and/or cosmetics
only, the deposit shall be $2,600.00.

(d) The provisions of paragraphs (a),
(b), and (c) of this section shall be ap-
plicable, whether or not the proposal
contemplates any tolerances, limita-
tions, or other restrictions placed upon
the use of the color additive.

(e) If a petition proposing the issu-
ance of a regulation is withdrawn be-
fore it is finally accepted for filing, the
deposit, less a $600.00 fee for clerical
handling and administrative and tech-
nical review, shall be returned to the
petitioner.

(f) If a petition proposing the issu-
ance of a regulation is withdrawn with-
in 30 days after filing, the deposit, less
$1,800.00 if the petition is covered by
paragraph (a) or (b) of this section, and
less $1,600.00, if the petition is covered
by paragraph (c) of this section, shall
be returned to the petitioner.

(9) When a petition is withdrawn
after filing and resubmitted within 6
months, it shall be accompanied by a
deposit of $1,800.00 for a petition filed
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